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DETAILED ACTION 

Status of the Application 

This Office Action is in response to applicant's arguments filed on 02/23/2009. 

Claim(s) 1-13 are pending. Claim(s) 1-6 and 8 have been amended. Claim(s) 13 has 
been added. Claim(s) 10-12 are withdrawn. Claim(s) 1-9 and 13 are examined herein. 

Response to Arguments 

In view of Applicant's amendments, the objections made to claims 1 and 8 are 
hereby withdrawn. 

In view of Applicant's amendments, the 112, first paragraph rejection of claims 6- 
9 is hereby withdrawn. 

In view of Applicant's amendments, the 112, second paragraph of claims 1-5 is 
hereby withdrawn. 

In view of Applicant's amendments, the 101 rejection of claims 1-5 is hereby 
withdrawn. 

In view of Applicant's amendments, the 103(a) rejection of claims 1-9 as being 
unpatentable over Glatt (US Patent No. 6,242,446) is hereby withdrawn. 

The following new rejections are made as necessitated by amendment. 
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Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 5 is rejected under 3 5 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. It is not clear how the base claim is a medicament "consisting 
essentially of methylphenidate and melatonin, yet claim 5 sets forth the addition of 
substances which may be active components that would materially change the 
characteristics of Applicant's invention. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as 
set forth in section 102 of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been obvious 
at the time the invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the manner in which the invention 
was made. 

Claims 1-9 and 13 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Glatt (US Patent No. 6,242,446). 

Examiner respectfully notes that for the purposes of searching for and applying 
prior art under 35 U.S.C. 102 and 103, absent a clear indication in the specification or 
claims of what the basic and novel characteristics actually are, "consisting essentially 
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of will be construed as equivalent to "comprising." See, e.g., PPG, 156 F.Sd at 1355, 48 
USPQ2d at 1 355. MPEP 21 1 1 .03. 

Claims 2-7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Flaugh (US 5,654,325) in view of Wurtman (US 5,449,683) in further view of Stein (J. 
Child Adolesc. Psychopharmacol., 1999) and Smucker (American Family Physician, 
2001). 

Flaugh teaches a method of treating sleep disorders using various melatonin and 
analogs formula 1 (see summary of the invention, column 2, lines 19-30, for example). 
The method comprises administering to a mammal, preferably a human, a sufficient 
amount of one or more compounds of formula I (see column 8, lines 8-1 1 ). The 
compounds can be administered orally in the form of a tablet, pill, powder, and 
lozenges, and be formulated so as to provide rapid, sustained or delayed release of the 
active ingredient (see column 8, lines 12-13, 28-29, 45-47, for example). 

Flaugh does not teach a method of treating ADHD disorder in a mammal 
comprising administering melatonin, and a pharmaceutically acceptable salt of 
melatonin and a medicament selected from the group consisting of said melatonin 
analogue in an amount of 0.005 to 1 .00 mg/kg. 

Wurtman teaches a method of inducing sleepiness and sleep in an individual by 
administering to that individual a dose of melatonin sufficient to induce sleepiness and 
sleep (see column 3, lines 57-60). The dose of melatonin administered can be any dose 
of less than 10 mg of melatonin, which is sufficient to induce sleepiness and sleep in an 
individual. In particular, a dose of less than 1 .0 mg is effective (see column 4, lines 37- 
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43). 

Accordingly, one having ordinary sl^ill in tine art at tine time tine invention was 
made would have found it obvious to formulate a method to treat sleeplessness of 
Flaugh with the dosage amounts of 0.005 to 1 .00, since Wurtman demonstrated a 
composition with a dose of less than 1 .0 mg of melatonin being effective to induce sleep 
(see column 4, lines 37-43). 

The motivation for combining the method of Flaugh with administration of 
melatonin in amounts of 0.005 to 1 .00 is because these low doses of melatonin are 
effective in inducing sleep in an individual (see column 4, lines 37-43, for example). 

Stein teaches a study of sleep problems in stimulant treated and untreated 
children with Attention Deficit Hyperactivity Disorder (ADHD). Moderate to severe sleep 
problems occurred at least once a week in 19.3% of children with ADHD. Children with 
ADHD treated with stimulants were reported to display a higher prevalence of nightly 
severe sleep problems than did untreated children with ADHD (see abstract, lines 1-9, 
for example). 

Smucker teaches that methylphenidate remains the first choice stimulant for the 
treatment of ADHD (abstract; page 826, table 5). 

Accordingly, one having ordinary skill in the art at the time the invention was 
made would have found it obvious to formulate a method of treating sleeplessness of 
Flaugh with a method to treat ADHD, since Stein demonstrated that there is a 
population overlap of children that have ADHD and sleep problems (see abstract, lines 
1-9, for example). Specifically, one would have administered the stimulant 
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methylphenidate based on the teachings of Smucker. 

The motivation for combining the method of Flaugh with a method to treat ADHD 
is because Stein demonstrated that there is a population overlap of children that have 
ADHD and sleep problems (see abstract, lines 1-9, for example). Thus, treating 
sleeping disorders as taught by Flaugh would suggest treating ADHD, since sleeping 
problems as taught by Stein occur in children with ADHD. Therefore, Stein reads on 
sleeping problems being a species of the genus ADHD, which according to In re Deuel, 
51 F.3d 1552, 1559, 34 USPQQ2d 1210, 1215 (Fed Cir. 1995) "regardless of how 
broad, a disclosure of a chemical genus renders obvious any species that happens to 
fall within it" (see MPEP 2144.08). 

Thus, based on the teachings set forth on record, it would have been obvious to 
one of ordinary skill in the art at the time of the invention to have combined 
methylphenidate and melatonin for the treatment of ADHD. Furthermore, the order in 
which the regimen is administered is considered to be a parameter deemed 
manipulatable to the skilled artisan. 

Conclusion 

Claims 1-9 and 13 are not allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SAHAR JAVANMARD whose telephone number is (571) 
270-3280. The examiner can normally be reached on 8 AM-5 PM MON-FRI (EST). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on (571 ) 272-0629. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

IS. J./ 

Examiner, Art Unit 1617 
/SREENI PADMANABHAN/ 
Supervisory Patent Examiner, Art Unit 1617 



